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Food and Drug Administration
Reciorilie MD 20857

Robert Collene

VP, of Science and Technology

1901 North Fort Mysr Drive, Snite 700
Arlington, VA 22208

Dear Mr. Collette:

The Office of Regulatory Affairs supports the efforts of your members to assess scafood
manufacorers and soppliers for product quality before armempring export 1o the US, We share
your position that the respensibility for seafood product guality and safety resides firstat the
magufacturer. The FDA ohjective of our current resting initiatve for chloramphenicol (CAP) in
imparted food is the identification of any detectable residues 1o prevent adulterated product from
US markers. We encourage you to continue working with seafood preducers to eliminate CAP as
a source of drug residue by the manufacturer, We will continue to detain any imported produst
whey residues are detected and act immedistely on information regarding suspect product. I have
artempted 1o address the major concerns expressed in your January 8, 2003 correspondence.

Regarding the level of CAP residues thar initiare FDA action, please nate that thers bas been no
change in FDA policy regarding the presence of CAP in food. Becanse of our public hicalth
concems, po residues of CAP are permitted at amy level. The 2erv tolerance policy has been
widely communicated to stare, foreiga regulstory agencies, the domestic and imporr seafood
industrics and the general public. ORA will respond immediately to findings of CAP atany level
consistent with this policy and our public health mission.

The practical regulatory limit for the coanol of CAP in food is based on the analytical Limit of
detection. The limit of detection established for any product will be the Jowest level of CAP that
ects the data quality stenderds for confirmation of idegrity. FDA's regulatory test Iimit for
imporved shrimp aud crayfish is currently 2t 1 ppb and is based on the method and the laboratory
instramentution originally aveileble in the field lsboratoriss. For the crabmeat products rested the
detection (cordirmation) limit was established at 0.5 ppb based on the method developed and
published and the laboratary instrumentsation available. This is the first reported test limit far
crabmeat by ORA. We intend to maiamin this level of testing for all imports of crabmeat for the

You have correctly observed thar we have begun wsting crabmeat for CAP residoas. The testing of
crabmeat was initiared in response w state findings of CAP in fmported crabmuat  ARhoogh we
were not wsting crabmear prior w the notification by the sy, our investigation of these state
findings required field collection and testing 0 support any public health action. The test limit
esteblished for crabment permitted detecrion of CAP residuss cavering the range of Jevels reported
by the sate. We bave confirmad the state findings through our independent investigation and we
have and will continee o wke appropriate action based on findings of CAP residugs in crabmest.
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You have expressed a desirc for greater communication among governments regnlating CAP
residues to facilitate a uniform, consistent regulatory and enforcement policy. We have been
consistent in our communication with the states, foreign regulators, industry and the public that the
sensitivity of FDA testing will uitimately conform 1o ather foreign govemnment limirs for CAP at

0.3 hnh for all food m-m-lm-f: Your members shonld mmcgpata a reduction in test levels 10 0,3 ppb

for all seafood by lare March. The cuarent 1.0 ppb test limits are not final and weye esmbhshed 10
permit immediate westing of a wide variety of imported food products,

We are sensitive to the adverse i impacts to rade created by FDA regulatory strategies and
enforcement actions. However it may not be possible to alert industry in advance of our
regulatory activities in the mauner you suggest especially when a public health threat has been
identified. When poss'ble, we will announce our intentions 2nd communicate our actjons to
prompt the elimination of the sources of aduiteration by the manufactarer and to support industry
control and investigation of suppliers and manufacturers. It is not possible for the FDA to suspend
its regulatory operations o provide advance notice to the affected industry and delay coforcement
until industry has implemented sffective contrals.

Sincerely,

John M, Taylor, 111
Associate Commissioner for
Reguiatory Affairs



